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DETAILED ACTION 
Response to Amendment 

1 . Applicant's amendments and remarks dated 1 1 /04/2005 have been 
acknowledged by the Examiner and entered. Claims 4, 7-19 and 23 have been 
canceled and claims 1-3, 5-6, and 20-45 are pending in the instant application for 
consideration. 

Claim Rejections - 35 USC §112 

2. The text of those sections of Title 35, U.S. Code not included in this action 
can be found in a prior Office Action. 

3. Claims 29-30 and 39-40 are rejected under 35 U.S.C. 112, second paragraph, as 
being unclear for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

The aforementioned claims recite ethoxylated-2,4,7,9-tetramethyl-5-decyne-4,7- 
diol having an ethylene oxide content in the range of 40-85%. It is unclear what 
molecular structure is meant by Applicant. Does ethylene oxide content pertain to 
the diol or to the block polymer? 
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Claim Interpretation 

4. As amended, claims still do not positively recite dry immunoassay reagent 
system. Therefore, it is not considered as a part of the claimed invention and is not 
accorded any patentable weight. 

Claim Rejections - 35 USC § 102 

5. Claims 1 -3, 5-6, 20-26 and 36 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Hirai (US 5882935). 

With respect to claims 1-3, 5-6 and 20-25, see the appropriate paragraphs of the 
06/02/2005 Office Action. 

Referring to claims 26 and 36, Hirai teaches a hemolysis system which, as was 
previously discussed, includes surfactants : "the sample to be analyzed is needed to be 
subjected to the complete hemolysis so as to fully solubilize the hemoglobin into the 
solution". Various types of surfactants can used be for hemolysis: nonionic, ionic, 
ampholytic ['zwitterionic' - Examiner], "to improve reactivity and storage stability" 
(Col.6, lines 30-35, 45-50). In column 1 1 , lines 20-25, Hirai also teaches that, "to 
improve the characteristics, such as, coating characteristics, diffusibility of the diffusible 
material, reactivity and storage stability ", the system "may include various organic or 
inorganic additives, for example, enzyme activators, coenzymes, surfactants [meaning, 
more than one surfactant - Ex.], pH buffer reagents, fine particles, antioxidants, etc". 
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Thus, the teaching of Hirai encompasses the combination of surfactants, as recited in 
claims 26 and 36. 

Claim Rejections - 35 USC § 103 

6. Claims 31-35 and 41 -45 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Hirai. 

With respect to claims 31 and 41 , although Hirai does not teach one of the 
surfactants to be a polyethylene oxide / polypropylene oxide tri-block polymers, these 
compositions are commonly employed in the art as surfactants (see, for example 
paragraph 10 of the instant Office Action). It would have been obvious to one of ordinary 
skill in the art at the time the invention was made to have employed polyethylene oxide / 
polypropylene oxide tri-block polymers as second surfactants in the reagent system of 
Hirai, in order to modify the system characteristics in a desired manner. 

Referring to claims 32-35 and 42-45, although Hirai does not teach the specific 
contents of the surfactants, as claimed, nevertheless, the Court decided In Re Boesch 
(205 USPQ 215) that optimization of a result effective variable is ordinarily within the 
skill of the art.. The choice of the specific contents of the surfactants is a result effective 
variable as long as the expected result of modifying characteristics of the system is 
achieved. It would have been within the skill of the art to modify the system of Hirai, 
such as to employ the best suitable contents of the surfactants obtained in the result of 
optimization of a result effective variable. 

7. Claims 6 and 25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hirai in view of Spring (US 5643721). 
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See the appropriate paragraphs of the 06/02/2005 Office Action 

8. Claims 27 and 37 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hirai in view of Scholl et al. (US 4652517). 

Although Hirai does not teach one of the second surfactant to be N-hexadecyl-N.N- 
dimethyl-3-amino-1-propanesulfonate, this compound is well known in the in the above 
mentioned capacity (see, for example, claim 2 of the i Scholl reference). It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have employed N-decyl-N,N-dimethyl-3-amino-1-propanesulfonate or its modifications 
as a surfactant in the reagent system of Hirai, in order to modify the system 
characteristics by adding a well known compound with predictable properties. 

9. Claims 28-30 and 38-40 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Hirai in view of Scholl et al. (US 4652517), and further in view of 
Simonnet (US 20020142017). 

Although Hirai does not teach one of the second surfactant to be ethoxylated-2,4,7,9- 
tetramethyl-5-decyne-4,7-diol, this compound is well known in the in the above 
mentioned capacity (see, for example, [0091] of the Simonnet reference). It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have employed ethoxylated-2,4,7,9-tetramethyl-5-decyne-4,7-diol as a surfactant in the 
reagent system of Hirai, in order to modify the system characteristics by adding a well 
known compound with predictable properties. 
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Response to Arguments 

9. Applicant's arguments dated 08/26/2005 have been fully considered but they are 
not persuasive and moot in view of the new grounds of rejection. 

Applicant argues that Hirai does not employ or recognize the need for the second 
surfactant improving the stability of the solution. Examiner disagrees. Hirai teaches that, 
"to improve the characteristics, such as, coating characteristics, diffusibility of the 
diffusible material, reactivity and storage stability" , the system "may include various 
organic or inorganic additives, for example, enzyme activators, coenzymes, surfactants 
[meaning, more than one surfactant - Ex.], pH buffer reagents, fine particles, 
antioxidants, etc". Thus, the teaching of Hirai encompasses the combination of 
surfactants, as recited in claims 26 and 36. 

Applicant argues that Hirai teaches storage stability with surfactant coating on 
test strip, not in dilution solution. Examiner notes that the second surfactant added for 
stability to the system of Hirai would be inherently present in the solution during the 
actual use of the test strip. 

Conclusion 

1 0. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

Chou et al. (US 5089053) - discloses the use of polyethylene oxide / 
polypropylene oxide block polymers as second surfactants; 
McGregor et al. (US 6066620) - discloses pharmaceutical hemolysis 
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compositions having improved stability and resistance due to emplying a 
combination of two surfactants. 

Sharma (US 6235239) - discloses a composition for the disinfection of biological 
fluids which contains an anionic surfactant, at least one non-anionic surfactants 
and a stabilizer. 

1 1 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

1 2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Natalia Levkovich whose telephone number is 571-272- 
2462. The examiner can normally be reached on Mon-Fri, 8 a.m.-4p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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